a2 United States Patent

Baranowitz

US006251953B1

(10) Patent No.:
5) Date of Patent:

US 6,251,953 Bl
Jun. 26, 2001

(54) BETA-CAROTENE THERAPY OF
INDIVIDUALS HAVING ABNORMAL
IMMUNOLOGICAL AND SEROLOGICAL
INDICES, AND INDIVIDUALS HAVING
INFECTIONS AND DISEASES CAUSING
CHANGES THEREIN

(75) Inventor: Steven Baranowitz, East Brunswick,

NJ (US)

(73) Assignee: Andrew Brookner, Short HIlls, NJ
Us)

(*) Notice:  Subject to any disclaimer, the term of this

patent is extended or adjusted under 35
U.S.C. 154(b) by 0 days.

(21) Appl. No.: 08/320,557
(22) Filed: Oct. 11, 1994

Related U.S. Application Data

(63) Continuation of application No. 07/969,485, filed on Oct.
30, 1992, now abandoned.

(51) Int. CL7 o, AO1N 27/00; A61K 32/015
(52) .. 514/764; 514/765
(58) Field of Search ..., 514/764, 765
(56) References Cited
U.S. PATENT DOCUMENTS

4,983,637 1/1991 Herman .

5,086,076 2/1992 Herman .

5,126,376 6/1992 Herman .

OTHER PUBLICATIONS

Loya et al 116 CA: 98949c 1992.*

Seifter et al 97 CA:54415k 1982.*

Desjonqueres 107 CA:205197u 1987.*

Mascioli et al 104 CA: 230488k 1986.*

Bendich 116 CA: 104875u 1992 .*

Harrison et al J Medical Virology 32 128-32 1990 See
081814099.*

Alexander et al 113 CA: 184708t 1990.*

Bendich, A. Proc. of the Nutrition Society 50:263-274,
1991.

Bianchi, L. et al., Anticancer Research 13:1007-1010, 1993.
Umegaki, K. et al., Am. J. Clin. Nutr. 59:409-12, 1994.

Hutterer et al., J. Infect. Dis. J., 165:783-784, Apr., 1992.
Ellaurie et al., Ped. Infect. Dis. J., 11:4, 286289, Apr., 1992.
Jacobson et al., Brit. Med. J., 302:73-78, Jan. 12, 1991.
Muller et al., Clinica Chimica Acta, 201:1-16 (1991).
Keller et al., Cells of the Hepatic Sinusoid, 3:414-416
(1991).

Polis et al., Am. J. Med., 89:701-704, Dec., 1990.
Harrison et al., J. Med. Vir., 32:128—-133, 1990.

Fuchs et al., Clin. Chem., 35:8, 1746-1749, 1989.
Alexander et al., Immunology Letters, 9:221-224, 1985.
Ringer et al., Am. J. Clin. Nutr., 53:688—-694, 1991.
Kanofsky et al., Med. Trib., 26-31, Apr. 22, 1987.

Watson et al., Life Sci., 43: XIII-XVIII, 1988.

Nashima et al., Med. Microbiol. Immunol., 176:189-198,
1987.

Watson et al., V. International Conference on AIDS, C632,
663, 1989.

Prabhala et al., Cancer, 6:1556-1560, Mar. 15, 1991.
Loya et al., Arch. Biochem. Phys., 293:2, 28-212, Mar.,
1992.

Garewal et al., Symposium.: Nutrition, Immunomodulation
and AIDS, 1992.

* cited by examiner

Primary Examiner—Russell Travers
(74) Attorney, Agent, or Firm—Darby & Darby

(7) ABSTRACT

Methods for raising or maintaining the level of T4 cells in
humans having a depressed T4 cell level and particularly in
humans infected with HIV are provided. In these
embodiments, T4 enhancing amounts of beta-carotene are
administered. Methods are also provided for lowering or
maintaining the levels of neopterin and/or f3,-microglobulin
in humans having elevated levels of these indices and
particularly in those infected with HIV. Beta-carotene is
administered, respectively, in neopterin and
[,-microglobulin therapeutically effective amounts. Also
contemplated by the present invention are methods for the
prevention and/or treatment of HIV infection in humans. An
HIV infection preventing or an anti-HIV therapeutically
effective amount of beta-carotene is administered. In another
embodiment, methods are provided for preventing or treat-
ing AIDS in humans. An AIDS preventing amount or an
anti-AIDS therapeutically effective amount of beta-carotene
is administered.
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